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§115.2 Inspections of biological prod-
ucts.

Any biological product, the container
of which bears a United States veteri-
nary license number or a United States
veterinary permit number or other
mark required by these regulations
may be inspected at any time or place.
If, as a result of such inspection, it ap-
pears that any such product is worth-
less, contaminated, dangerous or harm-
ful, the Secretary shall give notice
thereof to the manufacturer or im-
porter and to any jobbers, wholesalers,
dealers or other persons known to have
any of such product in their possession,
and may proceed against such product
pursuant to the provisions of part 118
of this subchapter. Unless and until the
Secretary shall otherwise direct, no
persons so notified shall thereafter sell,
barter, or exchange any such product
in any place under the jurisdiction of
the United States or ship or deliver for
shipment any such product in or from
any State, Territory, or the District of
Columbia. However, failure to receive
such notice shall not excuse any person
from compliance with the Virus-
Serum-Toxin Act.

[52 FR 30134, Aug. 13, 1987]
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§116.1 Applicability and general con-
siderations.

(a) Each licensee, permittee, and for-
eign manufacturer of biological prod-
ucts imported into the United States
shall maintain, at the licensed or for-
eign establishment in which the prod-
ucts are prepared, detailed records of
information necessary to give a com-
plete accounting of all the activities
within each establishment. Such

§116.1

records shall include, but shall not be
limited to, the items enumerated in
this part.

(1) Records shall be made concur-
rently with the performance of succes-
sive steps in the development and prep-
aration of biological products, includ-
ing new products under development.
Such records shall include the date and
where critical, the time that each es-
sential step was taken, the identity
and quantity of ingredients added or
removed at each step, and any gain or
loss of product from the beginning to
the end of product preparation.

(2) Records shall be legible and indel-
ible; shall be as detailed as necessary
for a clear understanding of each step
by one experienced in the preparation
of biological products; and shall be
verified by initials or signature of the
person immediately responsible for the
action taken.

(3) Records (other than disposition
records) required by this part shall be
completed by the licensee or the for-
eign manufacturer, as the case may be,
before any portion of a serial of any
product shall be marketed in the
United States or exported.

(b) If, at any time, there are indica-
tions that raise questions regarding
the purity, safety, potency, or efficacy
of a product, or if it appears that there
may be a problem regarding the prepa-
ration, testing, or distribution of a
product, the licensee, permittee, or for-
eign manufacturer must immediately
notify the Animal and Plant Health In-
spection Service concerning the cir-
cumstances and the action taken, if
any. Notification may be made by mail
to Director, Center for Veterinary Bio-
logics, Inspection and Compliance, 510
South 17th Street, Suite 104, Ames, IA
50010-8197; by electronic mail to
cvb@usda.gov; by fax to (515) 232-7120;
or by telephone to (515) 232-5785.

(c) When authorized by the Adminis-
trator, the licensee, permittee, or for-
eign manufacturer may maintain and
retain records required under this part
at an alternative location. Such au-
thorization shall be confirmed by the
filing of an addendum to the plot plan
legend. The addendum shall list the lo-
cation of the records and the condition
of their storage and shall permit the
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§116.2

inspection of the records by APHIS in-
spectors, or foreign inspectors acting
on behalf of APHIS.

(Approved by the Office of Management and
Budget under control number 0579-0013)

[39 FR 16872, May 10, 1974, as amended at 48
FR 57473, Dec. 30, 1983; 61 FR 52874, Oct. 9,
1996; 64 FR 43045, Aug. 9, 1999; 66 FR 21064,
Apr. 27, 2001]

§116.2 Inventory
records.

and disposition

(a) Records shall show the quantity
and location of each biological product
being prepared, in storage, and in dis-
tribution channels.

(b) Detailed disposition records, in a
form satisfactory to the Adminis-
trator, shall be maintained by each li-
censee, each distributor, and each per-
mittee showing the sale, shipment, or
other disposition made of the biologi-
cal products handled by such person.

(Approved by the Office of Management and
Budget under control number 0579-0013)

[39 FR 16872, May 10, 1974, as amended at 48
FR 57473, Dec. 30, 1983; 56 FR 66784, Dec. 26,
1991; 61 FR 52874, Oct. 9, 1996; 66 FR 21064,
Apr. 27, 2001]

§116.3 Label records.

(a) Each licensee and permittee shall
maintain a list of all approved labels
currently being used. Each label shall
be identified as to:

(1) Name and product code number as
it appears on the product license or
permit for the product;

(2) Where applicable, the size of the
package (doses, ml, cc, or units) on
which the label shall be used;

(3) Label number and date assigned;
and

(4) Name of licensee or subsidiary ap-
pearing on the label as the producer.

(b) AIll labels printed shall be ac-
counted for and an inventory main-
tained.

Records shall include the disposition of
such labels including those not used in
labeling a product.

(Approved by the Office of Management and
Budget under control number 0579-0013)

[39 FR 16872, May 10, 1974, as amended at 48
FR 57473, Dec. 30, 1983; 61 FR 52874, Oct. 9,
1996; 66 FR 21064, Apr. 27, 2001]
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§116.4 Sterilization and pasteurization
records.

Records shall be made by means of
automatic recording devices or an
equivalent accurate and reliable sys-
tem. Such records shall be identified
with the ingredients, equipment, or bi-
ological product subjected to steriliza-
tion or pasteurization.

(Approved by the Office of Management and
Budget under control number 0579-0013)

[39 FR 16872, May 10, 1974, as amended at 48
FR 57473, Dec. 30, 1983; 61 FR 52874, Oct. 9,
1996; 66 FR 21064, Apr. 27, 2001]

§116.5 Reports.

(@) When required by the Adminis-
trator, reports containing accurate and
complete information concerning bio-
logical products, including but not lim-
ited to, product development and prep-
aration, and market suspensions and
recalls, shall be prepared and sub-
mitted to the Animal and Plant Health
Inspection Service by the licensee, per-
mittee, or foreign manufacturer (whose
products are being imported or offered
for importation). Unless otherwise au-
thorized by the Administrator, records
necessary to make such reports shall
be maintained in each establishment.

(b) If, at any time, there are indica-
tions that raise questions regarding
the purity, safety, potency, or efficacy
of a product, or if it appears that there
may be a problem regarding the prepa-
ration, testing, or distribution of a
product, the licensee, permittee, or for-
eign manufacturer must immediately
notify the Animal and Plant Health In-
spection Service concerning the cir-
cumstances and the action taken, if
any. Notification may be made by mail
to Director, Center for Veterinary Bio-
logics, Inspection and Compliance, 510
South 17th Street, Suite 104, Ames, IA
50010-8197; by electronic mail to
cvb@usda.gov; by fax to (515) 232-7120;
or by telephone to (515) 232-5785.

(Approved by the Office of Management and
Budget under control number 0579-0013)

[61 FR 52874, Oct. 9, 1996, as amended at 64 FR
43045, Aug. 9, 1999]
§116.6 Animal records.

Complete records shall be kept for all
animals at a licensed establishment.
Results of tests performed, antigens or
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treatment administered, maintenance
and production records, disposition
records, necropsy records, if any, and
all other pertinent records shall be in-
cluded.

(Approved by the Office of Management and
Budget under control number 0579-0013)
[39 FR 16872, May 10, 1974, as amended at 48

FR 57473, Dec. 30, 1983; 61 FR 52874, Oct. 9,
1996; 66 FR 21064, Apr. 27, 2001]

§116.7 Test records.

Detailed records of all tests con-
ducted on each serial and each sub-
serial shall be maintained by the li-
censee. Summaries of such tests shall
be prepared from such records and sub-
mitted to the Animal and Plant Health
Inspection Service using APHIS Form
2008 or an acceptable equivalent form
prior to release of the serial or sub-
serial. Blank forms for such summaries
shall be available from Animal and
Plant Health Inspection Service upon
request.

(Approved by the Office of Management and
Budget under control number 0579-0013)

[39 FR 16872, May 10, 1974, as amended at 48
FR 57473, Dec. 30, 1983; 56 FR 66784, Dec. 26,
1991; 61 FR 52874, Oct. 9, 1996]

§116.8 Completion and retention of
records.

All records (other than disposition
records) required by this part shall be
completed by the licensee, permittee,
or foreign manufacturer before any
portion of a serial of any product may
be marketed in the United States or
exported. All records shall be retained
at the licensed or foreign establish-
ment or permittee’s place of business
for a period of two years after the expi-
ration date of a product, or for such
longer period as may be required by the
Administrator.

(Approved by the Office of Management and
Budget under control number 0579-0013)

[61 FR 52874, Oct. 9, 1996]
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§117.1 Applicability.

(a) All animals used in licensed es-
tablishments in the preparation or
testing of biological products shall
meet the regulations in this subchapter
and special requirements as may be
prescribed by the Administrator to pre-
vent the preparation, sale, and dis-
tribution of worthless, contaminated,
dangerous, or harmful biological prod-
ucts.

(b) Unless otherwise authorized or di-
rected by the Administrator, animals
used in the preparation or testing of bi-
ological products shall be admitted to
and maintained at the licensed estab-
lishment and ultimately disposed of in
accordance with the regulations in this
part, and with the Act of August 24,
1966 (Pub. L. 89-544) as amended by the
Animal Welfare Act of 1970 (Pub. L. 91-
579) and the regulations in parts 1, 2,
and 3 of this chapter. Personnel who
supervise the care and welfare of such
animals shall be qualified by edu-
cation, training, and experience to
carry out the regulations in this part.

[38 FR 15499, June 13, 1973, as amended at 56
FR 66784, Dec. 26, 1991]

§117.2 Animal facilities.

Animal facilities shall comply with
the requirements provided in part 108
of this chapter.

§117.3 Admittance of animals.

(@) No animal which shows clinical
signs or other evidence of disease shall
be admitted to the premises of licensed
establishments, except as provided in
paragraphs (d) and (e) of this section.
The health status of all animals offered
for admission shall be determined by or
under the direction of a veterinarian
prior to admission. If the determina-
tion cannot be made prior to admis-
sion, the animals shall be kept sepa-
rate from animals already on the prem-
ises and in a quarantine area to be pro-
vided by the licensee for this purpose
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